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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on June 
1 1 , 2009 has been entered. 

2. Claims 1-45, 47, and 49-60 are currently pending, with claims 1-34, 37-45, and 
51-60 withdrawn from consideration. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4. Claims 35, 36, 47, 49, 50 are rejected under 35 U.S.C. 112, first paragraph, as 

failing to comply with the written description requirement. The claim(s) contains subject 

matter which was not described in the specification in such a way as to reasonably 

convey to one skilled in the relevant art that the inventor(s), at the time the application 

was filed, had possession of the claimed invention. There is insufficient support in the 

disclosure for the following limitation, 

"wherein the side wall has at least one aperture disposed longitudinally therein 
the aperture having a first opening and a second opening, and wherein when the 
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device is in the first configuration the aperture retains a mandrel therein" (claim 
35, lines 5-8). 

In the remarks filed May 1 1 , 2009, Applicant argues the limitation, "wherein the 
side wall has at least one aperture disposed longitudinally therein the aperture having a 
first opening and a second opening" should be interpreted such that the "aperture" is 
equivalent to a lumen within the side wall of the housing, separate from the main lumen 
of the housing. And the "first and second openings" should be interpreted as proximal 
and distal openings of the lumen. See Applicant's sketch/annotated drawings provided 
in the remarks filed May 1 1 , 2009 copied below: 



Portion of the 
Side wall \ 



Second opening 
opposite first 
opening 



First opening 






Aperture, longitudinally 
disposed therein 




Applicant's annotated drawings presented on pages 11-12 of Remarks filed May 11, 2009 
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The specification of the instant application merely recites, 

"Hooks 232 may be coupled to the device via a pivot mandrel 236, so that when 
balloon 234 is inflated, as in FIG. 5B, hooks 232 pivot around mandrel 236 to 
enter tissue of the valve annulus VA. Hydraulically driving curved hooks 232 in 
this way closely replicates the motion of a surgeon manually driving a suture 
needle into tissue and allows hooks 232 to be driven strongly into the tissue of 
the valve annulus VA. After hooks 232 are engaged with the valve annulus VA, 
they may be cinched, using the tether (not shown), to decrease the diameter of 
the annulus and thus the valve. The housing, the balloon 234 and the pivot 
mandrel 236 may be withdrawn before or after cinching." (page 16, 1J0054). 

and 

"Typically, hook delivery device 260 will include an elongate housing or shaft 
261, which will house a series of hooks 264 coupled to housing 261 via a pivot 
mandrel 266 and coupled to one another via a tether 268. Housing 262 will also 
include one or more expandable balloons 262 for driving hooks 264... Pivot 
mandrel 268 may also have any suitable configuration and be made of any 
suitable material. In one embodiment, mandrel 268 is made of a metal such as 
stainless steel, titanium or nitinol." (page 17, 1T0057). 

The specification does not recite any type of aperture within the side wall of the device, 

separate from the main lumen of the housing. Furthermore, the drawings do not clearly 

depict such an aperture. The specification additionally does not recite any structural 

relationship between the mandrel and the housing, other than that the mandrel couples 

the hooks, or anchors, to the device. The drawings appear to show the mandrel is 

within the main lumen of the housing device, not within a separate lumen within the side 

wall of the housing. The Examiner additionally notes neither the specification nor the 

drawings depict or describe the proximal end of the device, and thus there is no support 

for a second opening opposite the first opening, whether or not the Applicant is referring 

to the lumen within the side wall of the device or if the Applicant is referring to the main 



lumen of the housing that contains the anchors and the tether. 
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5. Claims 35, 36, 47, 49, 50 are rejected under 35 U.S.C. 112, first paragraph, as 

failing to comply with the enablement requirement. The claim(s) contains subject matter 

which was not described in the specification in such a way as to enable one skilled in 

the art to which it pertains, or with which it is most nearly connected, to make and/or use 

the invention. The following limitation is not enabled by the disclosure: 

"wherein the side wall has at least one aperture disposed longitudinally therein 
the aperture having a first opening and a second opening, and wherein when the 
device is in the first configuration the aperture retains a mandrel therein" (claim 
35, lines 5-8). 

As shown above, Applicant argues the "aperture" should be interpreted as a lumen 
within the side wall of the housing, separate from the main lumen of the housing. It is 
unclear how the device will operate as disclosed if the mandrel may be housed within its 
own aperture within the sidewall of the housing. The ends of the hooks that should be 
coupled to the mandrel are not capable of encircling the mandrel if the mandrel is within 
its own aperture separate from the main lumen of the housing. The only way the hooks 
may be coupled to the mandrel as disclosed is if the hooks and mandrel are contained 
within the same aperture. However, if the hooks are contained within the lumen of the 
side wall, the hooks are not capable of pivoting about the mandrel to engage tissue. 
Figures 5A-5D and 8 clearly show the anchors, tether, and mandrel are housed within a 
main lumen of the housing, wherein the housing comprises a slit or side opening for the 
anchors to be pivoted out through and engage tissue. See annotated portion Figure 8 
below: 
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Slil lonuiludiiuil side 
openinu of housing 



Examiner's annotated version of Figure 8 of instant applied lion 

6. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claims 35, 36, 47, 49, 50 are rejected under 35 U.S.C. 112, second paragraph, 

as being indefinite for failing to particularly point out and distinctly claim the subject 

matter which applicant regards as the invention. It is unclear what structure 

corresponding to the structure disclosed in Applicant's figures and specification 

Applicant is referring to with the limitation, 

"wherein the side wall has at least one aperture disposed longitudinally therein 
the aperture having a first opening and a second opening, and wherein when the 
device is in the first configuration the aperture retains a mandrel therein" (claim 
35, lines 5-8). 

No such aperture appears to be disclosed. The specification does not recite the term 
"aperture" or "opening", much less a "first opening" and a "second opening". The 
drawings do not clearly show the claimed aperture or openings either. Furthermore, if 
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the mandrel is contained within an aperture, or lumen, of the side wall separate from the 
main lumen of the housing, it is unclear how the anchors may be coupled to the mandrel 
and how the anchors may pivot about the mandrel to engage tissue. 

Drawings 

8. The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the aperture disposed 
longitudinally within the side wall of the housing having first and second openings and a 
mandrel retained therein must be shown or the feature(s) canceled from the claim(s). 
No new matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
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the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC § 102 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

1 0. Claims 35, 36, 47, and 49 are rejected under 35 U.S.C. 1 02(b) as being 
anticipated by Hayhurst (US 5,810,848). Regarding claims 35 and 36, Hayhurst 
discloses a device capable of performing a procedure on annular tissue of a heart 
comprising an elongate body, or rigid shaft, having a housing (20) at the distal end. The 
housing has a housing body (24) retaining at least one tethered anchor (anchors 44, 46, 
48, and 50 and tether 52). The housing body comprises a side wall spanning a 
longitudinal length thereof, wherein the side wall has at least one aperture (22) disposed 
longitudinally therein having a first opening and a second opposite opening. In a first 
configuration, the aperture retains a mandrel (62) therein, wherein the mandrel is 
capable of preventing release of the at least one tethered anchor. In a second 
configuration, the mandrel is withdrawn to release the at least one tethered anchor from 
the housing body (col 3, II 52-67). 

Regarding claim 47, the anchor is a straight barbed hook (Fig 13). 
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Regarding claim 49, the anchor has a cylindrical cross section (col 2, In 65), 
which implies curved edges, and thus may alternatively be interpreted as a curved 
hook, or curved anchor. The mandrel may be interpreted as a pivot mandrel since the 
anchors pivot with respect to the mandrel to engage tissue. 



Claim Rejections - 35 USC § 103 

1 1 . The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

12. Claim 50 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hayhurst (US 5,810,848), as applied to claim 35 above, further in view of Kniazuk (US 
3,727,614). Hayhurst discloses the invention substantially as claimed as shown above. 
However, Hayhurst does not disclose a balloon. Kniazuk discloses a device comprising 
a piston (25), or rod, and bellows (22), or a balloon and teach the position of the rod is 
driven by the inflation/deflation of the balloon (Fig 2; col 3, II 49-56). Therefore, it would 
have been obvious to one having ordinary skill in the art at the time the invention was 
made to modify the device of Hayhurst to include a balloon that is inflated to advance 
the mandrel (62) and/or the supply rod (60) which drive the tethered anchors into tissue. 
With a controlled inflation rate, the force applied to the mandrel and the supply rod to 
deliver the anchors would be constant and could be set to a specific value. Thus, the 
modification would improve the delivery of the anchors by eliminating the variable force 
possible when different users apply different forces to the handle mechanism. 
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Response to Arguments 

1 3. Applicant's arguments filed May 1 1 , 2009 have been fully considered but they are 
not persuasive. 

14. Regarding the rejection of claims 35, 36, 47, 49, and 50 under 35 U.S.C. 112, 
first and second paragraphs, presented in the Final Rejection mailed March 11, 2009, 
Applicant argues an aperture inherently has two openings. The Examiner respectfully 
disagrees. The common definition of "aperture" is a single opening, or window. 
However, if an aperture is interpreted as a lumen, as it appears Applicant is arguing, the 
lumen may only have one opening, such as a hole. Or the aperture may be completely 
enclosed with no openings, such as a hollow cylindrical container with closed ends. An 
aperture with two openings is merely one example of an aperture. An aperture does not 
inherently have two openings. The Examiner notes the proximal end of the device is 
not sufficiently discussed in the specification or depicted in the drawings and thus it is 
not inherent that there is an open proximal end. 

15. Applicant additionally argues the aperture described in claim 35 cannot be 
reasonably construed to be the housing lumen and that the claim language clearly 
distinguishes the housing body lumen from the aperture disposed longitudinally in the 
housing body side wall. Applicant argues the portion of the housing body that retains 
the anchor is distinct from the aperture in the side wall that retains the mandrel. The 
Examiner respectfully disagrees with Applicant's remarks; however, the interpretation is 
moot in view of the new ground(s) of rejection. 
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16. Applicant's arguments with respect to claims the rejection of claims 35, 36, 47, 
49, and 50 as being anticipated by Adams et al. (US 7,004,958) have been considered 
but are moot in view of the new ground(s) of rejection in view of Hayhurst (US 
5,810,848). 



Conclusion 

1 7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to KATHERINE M. DOWE whose telephone number is 
(571 )272-3201 . The examiner can normally be reached on M-F 8:30am - 5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on (571) 272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Katherine Dowe 
September 1 1 , 2009 

IK. M. D.I 

Examiner, Art Unit 3734 
/Todd E Manahan/ 

Supervisory Patent Examiner, Art Unit 3734 



